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Food and Drug Administration, HHS § 606.20

606.171 Reporting of product deviations by
licensed manufacturers, unlicenses reg-
istered blood establishments, and trans-
fusion services.

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 355,
360, 360j, 371, 374; 42 U.S.C. 216, 262, 263a, 264.

SOURCE: 40 FR 53532, Nov. 18, 1975, unless
otherwise noted.

Subpart A—General Provisions
§ 606.3 Definitions.

As used in this part:
(a) Blood means whole blood collected

from a single donor and processed ei-
ther for transfusion or further manu-
facturing.

(b) Unit means the volume of blood or
one of its components in a suitable vol-
ume of anticoagulant obtained from a
single collection of blood from one
donor.

(c) Component means that part of a
single-donor’s blood separated by phys-
ical or mechanical means.

(d) Plasma for further manufacturing
means that liquid portion of blood sep-
arated and used as material to prepare
another product.

(e) Plasmapheresis means the proce-
dure in which blood is removed from
the donor, the plasma is separated
from the formed elements and at least
the red blood cells are returned to the
donor.

(f) Plateletpheresis means the proce-
dure in which blood is removed from a
donor, a platelet concentrate is sepa-
rated, and the remaining formed ele-
ments are returned to the donor along
with a portion of the residual plasma.

(g) Leukapheresis means the proce-
dure in which blood is removed from
the donor, a leukocyte concentrate is
separated, and the remaining formed
elements and residual plasma are re-
turned to the donor.

(h) Facilities means any area used for
the collection, processing, compat-
ibility testing, storage or distribution
of blood and blood components.

(i) Processing means any procedure
employed after collection and before
compatibility testing of blood and in-
cludes the identification of a unit of
donor blood, the preparation of compo-
nents from such unit of donor blood,
serological testing, labeling and associ-
ated recordkeeping.

(j) Compatibility testing means the in
vitro serological tests performed on
donor and recipient blood samples to
establish the serological matching of a
donor’s blood or blood components
with that of a potential recipient.

[40 FR 53532, Nov. 18, 1975, as amended at 64
FR 45370, Aug. 19, 1999; 66 FR 1835, Jan. 10,
2001]

EFFECTIVE DATE NOTE: At 65 FR 66635, Nov.
7, 2000, § 606.3 was amended by adding para-
graphs (k) and (l), effective May 7, 2000. At 65
FR 67477, Nov. 9, 2000, the effective date was
corrected to read May 7, 2001. For the con-
venience of the user, the added text is set
forth as follows:

§ 606.3 Definitions.

* * * * *

(k) Distributed means:
(1) The blood or blood components have

left the control of the licensed manufac-
turer, unlicensed registered blood establish-
ment, or transfusion service; or

(2) The licensed manufacturer has provided
Source Plasma or any other blood compo-
nent for use in the manufacture of a licensed
biological product.

(l) Control means having responsibility for
maintaining the continued safety, purity,
and potency of the product and for compli-
ance with applicable product and establish-
ment standards, and for compliance with
current good manufacturing practices.

Subpart B—Organization and
Personnel

§ 606.20 Personnel.
(a) [Reserved]
(b) The personnel responsible for the

collection, processing, compatibility
testing, storage or distribution of blood
or blood components shall be adequate
in number, educational background,
training and experience, including pro-
fessional training as necessary, or com-
bination thereof, to assure competent
performance of their assigned func-
tions, and to ensure that the final
product has the safety, purity, po-
tency, identity and effectiveness it pur-
ports or is represented to possess. All
personnel shall have capabilities com-
mensurate with their assigned func-
tions, a thorough understanding of the
procedures or control operations they
perform, the necessary training or ex-
perience, and adequate information
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